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I ifttiii q of Claims 

1 . (Presently Amended) A composition comprising: 

a plurality of active pharmaceutical ingredient&riKiiU adivc pliaimaccuticnl 
i,.y,ediontaboing nnnci^fmn P5;sentiallv of phenylephrine and pyrilamlne being 
pie ^ei i laji a plurali t y of d u ^iiye fom>i. eaU . u foaid do^dyo fumio i » ' U udiny m n m oii nt 
o f ^dld do U . u pha u n^ uc uli u al ingrcdie.iU. JjiU amount being y u lu^^»lly unif ui m i n f^ ^r h 
o f aai d d o jagft f e i iii A. >ixhGn compan ^ d ui io to another , the composition formed from a 
m^hnri ftomprisino the stopo of : 

ar fn i-piinn a solution bv dissolving the s^lt or free bgse of said active 

pharmaceutical ingredients oo nsialing of phenylephrine and pyriiamin e in 
a first solvent l o f o nn a fi r st solutio n , vi^hc r ein diaaolvi n g said active 
pharmaceutical ingrcdienla under co nditlono that will not caua o 
decom p esiUon of the acUve pha r maceut i cal ingredie n ts ; 
^ forming a dispersion bv mixing a dispersing agent and tannic acid in a 

second solvent to f o rm a first d is p ersion ; 
t: transferr i ng at lef^^t ? p^rfinn nf th n . fimt combining the solution and te the 
first dispersion, to form lo fonn a sec o nd solution including tannate salts 
of the active pharmaceutical Ingredientsiand 
^ . . " . mhining niihstanr.na combinino t h e tannate salts vtfithout isolation or 
purification with at least one suspending aoent ag e nts, thick e ning agents. 
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c ul o ii iiy agents, a i Hi- o aking ogcn l a. sweetening a y on U v. fla^ u iing aO >^ nt <i 
and pi I adjualing agcnto to f uiin a liquid pl i a n nacouti cal carrier; and 
e: c o mbining at l e ast a p or tion of U i e aoc o nd a u lu l lon to the liquid 

p h di m a o eu ti cal car ri e r t o produce a susp^n$|Qn liquid doaagc fonm 
including phamnaceutically active tannate salts. 

2. (Original) The composition of claim 1 wherein the active pharmaceutical 
ingredients are present in a range of about 0.05% to about '25.0% by weight. 

3. (Presently Amended) The composition of claim 1 wherein the active 
pharmaceutical ingredients are selected from the group of salts consisting of 
maleate. citrate, chloride, bromide, acetate, and sulfate, arid cpmbinations 
thereof . 

4. (Original) The composition of claim 1 wherein the tannic acid is natural or 
synthetic. 

5. (Presently Amended) The composition of claim 1 wherein the dispersing agent is 
selected from the group consisting of magnesium aluminum silicate, xanthan 
gum and cellulose f«nnpQund s. and comb inations thereof. 
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6. (Original) The composition of claim 5 wherein the dispersing agent is magnesium 
aluminum silicate and is present in a range of about 0.05% to about 5.0% by 



weight 



7. (Original) The composition of claim 1 wherein the tannic acid is present in a 
range of about 0.05 to about 10.0% by weight. 

8. (Original) The composition of claim 6 wherein the magnesium aluminum silicate 
and tannic acid are present by weight in a ratio in the range of 0.1:1 to 100:1. 

9. (Original) The composition of claim 1 wherein the tannic acid and the active 
pharmaceutical Ingredients are present by weight In a ratio in the range of 2:1 to 
10:1. 

1 0. (Original) The composition of claim 1 wherein the thickening agent is magnesium 
aluminum silicate and Is present in a range of about 0.5% to about 10.0% by 
weight. 

1 1 . (Original) The composition of claim 1 wherein the suspending agent is kaolin and 
is present in a range of about 0.6 to about 10.0% by weight 
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12. (Original) The composition of claim 1 wherein the sweetening agents include 
sucrose present in a range of about 5.0% to about 50.0% by weight, and 
saccharin sodium present In a range of about 0.01% to about 3.0% by weight. 

13. (Original) The composition of claim 1 wherein the flavoring agent is artificial 
grape and is present in a range of about 0.01% to about 2.0% by weight. 

1 4. (Original) The composition of claim 1 wherein the second solvent is water and is 
present in a range of about 10.0 to about 75.0% by weight. 

1 5. (Original) The composition of claim 1 wherein said second solvent Is glycerin and 
is present in a range of about 2.5% to about 20.0% by weight 

1 6. (Original) The composition of claim 1 wherein the preseivative Is methylparaben 
and is present In a range of about 0.01 to about 1 .0% by weight 

1 7. (Original) The composition of claim 1 wherein the pH adjusting agent is benzoic 
acid and is present in a range of about 0.05 to about 1.0% by weight 
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18. (Original) The composition of claim 1 wherein the anti-caldng agent is pectin and 
is present in the range of about 0.5 to about 10.0% by weight. 

1 9. (Original) The composition of claim 1 wherein the pH of said liquid dosage form 
is in a range of about 3.5 to 6.5. 

20. (Original) The composition of claim 1 wherein the phamiaceutlcally active 
tannate salts are pyrilamlne tannate present at about 30mg and phenylephrine 
tannate present at about 12.5mg. 

21 . (Original) The composition of claim 19 wherein said liquid dosage form is a 
suspension. 

22. (Previously Canceled) 



23. (Previously Canceled) 

24. (Previously Canceled) 

25. (Previously Canceled) 
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26. (Previously Canceled) 



27, (Previously Canceled) 



28. (Previously Canceled) 



29. (Previously Canceled) 



30. (Previously Canceled) 
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31 . (Presently Amended) A composition comprising: 

a plurality of active phamiaceutical ingredient&vsaid auUwc phaiinacouticat 
inyitdienta being nop..«tinn Pssentiallv of phenylephrine and pyrilamineTtJncH^etng 
p ie^ u i . l iiii a plu i alily o r dooogc fo m u. eu U. of aaid duJ iaye ru iim i nUudi i iy an amount 
o r a o U.e p ha iiu u o uu lic ul ingrodiu n l^. amount b cin y y eiiei al l y u iiifu r ni in rnr h 
o r 6diU d os age fo n. ii^. xi^ l iun compared u i»o to another , the composition formed from a 

inethod comprisinq th e steps of : 

a: fnm^ini i f a solution bv dissolving tha ^alt or f ree base of said active 

pharmaceutical ingredients u^i i aiating o f pheny l e p li i iiifland pyrilamino in 
a first solvent to fo r m a firat a u luU u n. whcroiii diaa u lviny oaid active 
pl i aimacGutical ingrodiant u u.uia unde i conditiono thai will not cauao 
deuompooition of the active pharma ot iuiica l ingrodi c nto ; 
fnrmino a powder mixture bv mixing a dispersing agent, diluent and tannic 
acid i H - a s e cond aolvcnt to fon ii a firat powder mixture ; 

e: ti a i' t& f erring at l e ast a portion u f Uw firat a o lulion to the first powder 

mixtu r e, to fo i m tannatc aa l ls of t h e active pharmacoutical ingrcdicnta in o 
s e cond powd e r mixture; 

tfc adding subaUnees sclcc l ed fi om the gr oup consisting of dry 

binding/matrix fomiing agents and a b i n d m ao l ution to the aoco nd powder 
rnix luit^ in orde r to form a granulation ; 
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er rnmHning ""^dPr mixture to form tannate salts of the , 

active pharmac y- ■♦jr^i in gredients: and ui anulation with 
rnmhinina the t^nnate salts wUh nnt isolation or r)nrification with at legst 
ff pe tablet excioient to nrenare a f |rantilation indudinn phannaceuticgilY 
^..tivft tannate salts subatanceo aelt c lGd from the j ji u up u onaiating of 
U iiueul. coloring aym i b. awcGtc ii i iiy a y cnta. hai d n ej ^ i nu caJng agcntg. 
fijtf o ii i i y aycnta. an d e x cipiGnto; and 

f; p iooesaing Uie g r anulation into aoiid d e aagc fefms. 

32. (Presently Amended) The composition of claim 31 wherein the active 
pharmaceutical ingredients are free l)ases or salts selected fomn the group 
consisting of maleate. citrate, chloride, hydrochloride, bromide, hydrobromide. 
acetate, sulfate, mesylate, palmitate, and stearate. and combination? thereof. 

33. (Previously Amended) The composition of claim 31 wherein the tannic acid is 
natural or synthetic. 

34. (Presently Amended) The composition of claim 31 wherein the dispersing agent 
is selected from the group consisting of magnesium aluminum silicate, xanthan 
gum and cellulose mmpnimrifi and combinations thereof. 
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35. (Presently Amended) The composition of claim 31 wherein the solvents are 
selected from the group consisting of purified water, ethanol, diethylether. 
methylene chloride, acetone, and isopropyl alcohol and romhinations thereof . 

36. (Presently Amended) The composltton of claim 31 wherein the diluent is selected 
from the group consisting of lactose, microcrystalline cellulose, sucrose and 

onH ^n T^hinafinns thereof, and is present In a concentration of about 

1.0 to about 76.0%. 

37. (Presently Amended) The composition of claim 31 wherein the binder solution 
comprises material selected from the group consisting of corn starch, 
pregelatinlzed starch, potato starch, polyvinylpyrrolidone and xanthan gum,^ 
mmhinations thereof, and is present in a concentration of about 0. 1 % to about 
20.0%. 

38. (Previously Amended) The composition of claim 37 wherein the binder solution 
further comprises a solvent. 



-10- 



PACE 11/33 * RCVD AT 11/3/2005 4:05:40 PM [Eastern Standard Time] * SVR:USPTO-EFXRF4/2S * DNIS:2738300 * CSID:513 241 0234 ' DURATION |nun-SS):0MI8 



Na4-03-2005 16:09 



513 241 6234 



513 241 6234 P. 



Application Serial No. 10/047,578 
Amendment dated November 3. 2005 
Reply to Office Action dated May 4, 2005 

39. (Presently Amended) The composition of claim 38 wherein the solvent is 
selected from the group consisting of purified water, ethanol. diethylether, 
methylene chloride, acetone, and isopropyl alcohol anfl oomhinations thereof . 

40. {Presently Amended) The composition of claim 31 wherein the dry binding/matrix 
fomtlng agents are selected from the group consisting of methylcellulose. 
hydroxypropyl methyl cellulose, ethylcellulose. hydroxypropyl cellulose, xanthan 
gum and polyvinyl pyrrrli-^— , n"^ ^^Thi"«tions thereof, and each is present at 
a concentration of afcwut 0.1 % to about 20.0%. 

41 . (Presently Amended) The composition of claim 31 wherein the coloring agents 
are selected from the group consisting of blue. red. yellow, green, orange, and 
p..rpio, anrf mr piyinations thereof, and each Is present at a concentration of 
about 0.01 % to about 2.0%. 

42. (Presently Amended) The composition of claim 31 wherein the sweetening 
agents are selected from the group consisting of sucrose, saccharin sodium, 
xylitol and «■ ir^rains ft. and combinati Qns thereof, and each is present at a 
concentration of about 0.01% to about 40.0%. 
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43. (Presently Amended) The composition of claim 31 wherein the flavoring agents 
are selected from grape, cherry, orange, lime and strawberr y , and combinations 
thereof, and is present in a concentration of about 0.01 % to about 3.0%. 



44. (Previously Amended) The composition of claim 31 wherein the dispersing agent 
is magnesium aluminum silicate and is present in about 0.05% to about 15.0% 
by weight. 

45. (Previously Amended) The composition of daim 31 wherein the tannic acid is 
present in the range of about 0.05% to about 30.0% by weight. 

46. (Previously Amended) The composition of claim 44 wherein the ratio of 
magnesium aluminum silicate to tannic acid is present in the weight ratio of 0.1:1 
to 100:1. 

47. (Previously Amended) The composition of claim 31 wherein the tannic acid and 
the active phamiaceutical ingredients are present in the weight ratio 2:1 to 10:1. 

48. (Previously Amended) The composition of daim 31 wherein the tannate salts are 
pyrilamlne tannate present at 30mg and phenylephrine tannate present at 25mg. 
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49. (Previously Canceled) 



50. (Previously Canceled) 



51 . (Previously Canceled) 



52. (Previously Canceled) 
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63. (Presently Amended) A composition comprising: 

a plurality of active pharmaceutical ingredlentu. aaiU aoliwe pLaiiiiuceutirnl 
i. . y.e J icnto being somcdsiDa tannate salts a n d bc i ny pico ont a. a p lu i alit^ u f do aog o- 
fo i ii ia. each of said du aage forma iii ol udi i- ig an o ii i o umI o f aaid oclivc pH ar m a ac uticai 
i ny m Ui u i L.. aoid a ii i u uMl bci i'i g gone t al l j, u ii iroim in o a U i u f jald d u^ ^ay c r ormc. wh r n 
co m p ai cd on e lu another , the composition being fomned by a method comprising: 
ar dissolving th^ salt nrfree base of active pharmaceutical ingredients 
uulc L lLd from th r g m it p i i i rnhtir 3 /-ftngigfin g efisentlaliv of 
phenylephrine and pyrilamine in a first solvent to form a first solutionr 
w li eiein diaooU i ii y ii>d\d active p li a m ucGutioa l i uy rcdicnta occuro at a 
i e ii iperature a nd p i I value thai wi l l not eauae d ecompooitiuu of the activ o 
phamfiaecutical ing r edien t s ; 
br mixing a dispersing agent and tannic add In a second solvent to fomi a 
first dispersion; and 

er transferring at least a portion of the first solution to the first dispersion, to 
fbm i a ae co nd so l ution inc l uding t annate salts of the active 
pharmaceutical ingredients w/itliQut isola tion or purification. 
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